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1
FLASH STERILIZATION CONTAINER

CROSS REFERENCE TO RELATED
CO-PENDING APPLICATIONS

This application claims the benefit of U.S. provisional
application Ser. No. 61/692,807 filed on Aug. 24, 2012 and
entitled FLASH STERILIZATION CONTAINER which is
commonly assigned and the contents of which are expressly
incorporated herein by reference.

FIELD OF THE INVENTION

The present invention relates to a flash sterilization con-
tainer, and more particularly to a flash sterilization container
with a hermetically sealed metal bellow valve.

BACKGROUND OF THE INVENTION

Medical devices and instruments need to be sterilized prior
to being used in surgical procedures. Sterilization reduces the
risk of infection from microbes that may be present on the
medical devices and instruments. One of the most commonly
used sterilization techniques involves placing the objects that
need to be sterilized in a container and then heating the
container with the enclosed objects to a temperature and for a
time sufficient to kill any present microbes.

Flash sterilization refers to using steam to sterilize the
objects in the sterilization container. During flash sterilization
unwrapped medical devices and instruments are exposed to
steam for a certain time and then are used in surgical proce-
dures.

Atypical flash sterilization container includes an open base
portion, atray and a lid portion. The objects to be sterilized are
placed in the tray, and then the tray is placed in the base
portion. Next, the lid is placed on top of the base portion
opening and is secured to the base portion. A vent is usually
incorporated either on the lid portion and/or the base portion.
The vent allows pumping out and injecting gasses into the
closed container. The vent usually also includes a filter that
prevents microbes from exiting the closed container.

The vent usually includes an aperture formed in the vent
carrying component and a valve placed in the aperture. The
valve is usually a mechanical valve that includes elastomeric
sealing materials. The elastomeric sealing materials have the
tendency of developing leaks after several sterilization
cycles. Furthermore, the prior art valves include several
mechanical components that need to be precisely dimen-
sioned in order to provide a good seal. Furthermore, the
reaction time for opening and closing these mechanical
valves is usually long for today’s flash sterilization purposes.
Accordingly, an improved valve mechanism is desirable for
providing fast flash sterilization of medical devices and
instruments.

SUMMARY OF THE INVENTION

The present invention provides a flash sterilization con-
tainer that includes a hermetically sealed rigid and imperme-
able metal bellow valve. The valve is designed for use in an
autoclave environment. Upon pressurization of the external
environment with steam the height of the bellow valve is
reduced and this opens the valve and allows steam to enter the
sterilization container. Reducing the pressure outside of the
sterilization container to atmospheric pressure increases the
height of the bellow valve and this closes the valve and iso-
lates the sterilized objects within the sterilization container.
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In general, in one aspect, the invention features a steriliza-
tion container comprising a container and a lid. The container
includes a base, four side walls and an open top. The lid is
shaped and dimensioned to cover and seal the entire open top
of'the container. The lid comprises an aperture that is sealed
with a pressure actuated valve assembly. The pressure actu-
ated valve assembly includes a cylindrical metal component
and ahermetically sealed metal bellow component positioned
within the cylindrical metal component. The pressure actu-
ated valve assembly opens or closes by decreasing or increas-
ing the height of the hermetically sealed metal bellow com-
ponent, respectively.

Implementations of this aspect of the invention may
include one or more of the following features. The hermeti-
cally sealed metal bellow component has a hollow metal
bellow body comprising a hermetically sealed inner space
that contains a small amount of air. The hollow metal bellow
body has a dome-shaped closed bottom and an open top, and
a plate is welded to the open top of the hollow metal bellow
body, thereby sealing hermetically the inner space of the
hollow metal bellow body and trapping the small amount of
air within the hermetically sealed inner space. Upon increas-
ing the pressure outside of the sterilization container with
steam the height of the hermetically sealed metal bellow
decreases and causes the pressure actuated valve assembly to
close and to allow steam to enter the sterilization container.
Upon reducing the pressure outside of the sterilization con-
tainer to atmospheric pressure, the height of the hermetically
sealed metal bellow increases and causes the pressure actu-
ated valve assembly to open, and thereby to isolate sterilized
objects within the sterilization container. The lid is secured to
the container top with clamps or via a snap-fit mechanism.
The lid further includes a rubber relief valve. The lid further
includes a perforated metal plate against which the pressure
actuated valve assembly seals. The cylindrical metal compo-
nent has a cylindrical body having an outward extending top
ring, an inward extending bottom ring and a through aperture.
The top ring includes openings dimensioned to receive bolts
for securing the pressure actuated valve assembly to the lid
and wherein the bottom ring is dimensioned to receive the
dome-shaped closed bottom of the hermetically sealed metal
bellow component. The sterilization container further
includes a tray supported within the container and the tray is
perforated or meshed and is shaped and dimensioned to sup-
port objects that need to be sterilized. The cylindrical metal
component and the hermetically sealed metal below compo-
nent comprise rigid and impermeable metals. The base may
also include an aperture that is sealed with a pressure actuated
valve assembly.

In general, in another aspect, the invention features a ster-
ilization method including providing a container comprising
abase, four side walls and an open top and placing objects to
be sterilized within the container. Next, providing a lid shaped
and dimensioned to cover and seal the entire open top of the
container and sealing the container. The lid comprises an
aperture that is sealed with a pressure actuated valve assem-
bly. The pressure actuated valve assembly includes a cylin-
drical metal component and a hermetically sealed metal bel-
low component positioned within the cylindrical metal
component. The pressure actuated valve assembly opens or
closes by decreasing or increasing the height of the hermeti-
cally sealed metal bellow component, respectively.

Among the advantages of this invention may be one or
more of the following. The all metal bellow valve is capable
of withstanding multiple sterilization cycles without exhibit-
ing any leakage. The reaction time of the metal bellow valve
is significantly reduced compared to the prior art valves, thus
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replicating the true response time of the autoclave environ-
ment. In case of valve failure, the valve remains in the closed
position and thus the sterilization container remains closed
and the sterilized objects are not affected. Furthermore, dueto
the reduced number of components, the reliability of the valve
is increased and the manufacturing complexity is reduced.
The details of one or more embodiments of the invention
are set forth in the accompanying drawings and description
bellow. Other features, objects and advantages of the inven-
tion will be apparent from the following description of the
preferred embodiments, the drawings and from the claims.

BRIEF DESCRIPTION OF THE DRAWINGS

Referring to the figures, wherein like numerals represent
like parts throughout the several views:

FIG. 1 is a top perspective view of a sterilization container
according to this invention;

FIG. 2 is a bottom perspective view of the sterilization
container of FIG. 1;

FIG. 3A is side cross-sectional view of the sterilization
container of FIG. 1;

FIG. 3B is a detailed view of area A in FIG. 3A with the
valve in the closed position;

FIG. 3C is a detailed view of area A in FIG. 3A with the
valve in the open position;

FIG. 4 is a top perspective view of a metal bellow valve of
this invention;

FIG. 5 is a bottom perspective view of the metal bellow
valve of FIG. 4;

FIG. 6 is an exploded bottom perspective view of the valve
of FIG. 5;

FIG. 7 is an exploded top perspective view of the valve of
FIG. 5;

FIG. 8 is a top view of the cylindrical metal component of
the valve of FIG. 5;

FIG. 9 is a side perspective view of the metal bellow com-
ponent of the valve of FIG. 5;

FIG. 10 is an exploded side perspective view of the metal
bellow component of the valve of FIG. 5;

FIG. 11 is a cross-section side view of the side perspective
view of the valve of FIG. 5.

DETAILED DESCRIPTION OF THE INVENTION

Referring to FIG. 1, FIG. 2, FIG. 3A, FIG. 3B and F1G. 3C,
sterilization container 100 includes a base 110 and a lid 120.
Lid 120 is removably sealed to the base 110. A perforated or
mesh tray 140 is supported within the base 110 and holds
medical devices, instruments and any other object that needs
to bessterilized. Lid 120 is secured to the base 110 with clamps
116 or via a snap-fit mechanism. In this embodiment both the
1id 120 and the base 110 include top and bottom apertures that
are sealed with pressure-actuated valve assemblies 130a,
13064, respectively. Lid 120 also includes a rubber relief valve
125 and a perforated metal plate 125a against which the valve
130a seals. Base also includes a perforated metal plate 1255
against which the valve 1304 seals and feet 117.

Referring to FI1G. 3B, FIG. 3C, and FIG. 4-FIG. 11, each of
the valve assemblies 130a, 1305 includes a movable metal
bellow component 154 and a cylindrical metal component
152. Cylindrical component 152 includes a cylindrical body
162 having an outward extending top ring 159, an inward
extending bottom ring 157 and a through aperture 153. The
top ring 159 includes openings 159a, 1595, 159¢ and 1594
configured to receive bolts 134 for securing the valve assem-
bly to the lid 120 or the base 110. The bottom ring 157
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includes openings 151 and is dimensioned to receive and
come in contact with the bottom portion of the bellow com-
ponent 154. The bellow component 154 includes a hollow
metal bellow body 155, a dome-shaped closed bottom 165,
and a top plate 158. The top plate 158 is welded onto the top
edge of the metal bellow body 155, thereby sealing hermeti-
cally the inner space 166 of the bellow body and trapping a
small amount of air in the bellow inner space 166. Upon
pressurization of the external environment with steam the
height of the bellow body 155 is reduced along the indicated
direction 1705 and this opens the valve thereby allowing
steam to enter the sterilization container 100, as shown in
FIG. 3C. In one example, the sterilization temperature is 270°
F. and with the valve in the open position, steam is injected in
the container 100 and the objects that are held within the
container are sterilized. Reducing the pressure outside of the
sterilization container to atmospheric pressure increases the
height of the bellow body 155 along 170a, thereby bringing
the top plate 158 of the bellow body 155 in contact with the
top perforated plate 157 of the lid 120, as shown in FIG. 3B.
This height increase of the bellow body 155 closes the valve,
and thereby isolates the sterilized objects within the steriliza-
tion container. Bellow component 154 and cylindrical metal
component 152 are made of rigid and impermeable material
such as stainless steel, or any other metal capable of with-
standing the sterilization temperatures.

Several embodiments of the present invention have been
described. Nevertheless, it will be understood that various
modifications may be made without departing from the spirit
and scope of the invention. Accordingly, other embodiments
are within the scope of the following claims.

What is claimed is:

1. A sterilization container comprising:

a container comprising a base, four side walls and an open

top;

a lid shaped and dimensioned to cover and seal the entire

open top of the container;

wherein the lid comprises an aperture that is sealed with a

pressure actuated valve assembly;

wherein the pressure actuated valve assembly comprises a

cylindrical metal component and a hermetically sealed
metal bellow component positioned within the cylindri-
cal metal component; and

wherein the pressure actuate valve assembly opens or

closes by decreasing or increasing the height of the
hermetically sealed metal bellow component, respec-
tively; and

wherein the hermetically sealed metal bellow component

comprises a hollow metal bellow body and a dome-
shaped closed bottom; and

wherein the cylindrical metal component comprises an

elongated cylindrical body having an outward extending
top ring, an inward extending bottom ring and a through
aperture, and wherein the top ring comprises openings
dimensioned to receive bolts for securing the pressure
actuated valve assembly to the lid and wherein the bot-
tom ring is shaped and dimensioned to receive the dome-
shaped closed bottom of the hermetically sealed metal
bellow component.

2. The sterilization container of claim 1, wherein the hol-
low metal bellow body comprises a hermetically sealed inner
space comprising a small amount of air.

3. The sterilization container of claim 2, wherein the hol-
low metal bellow body comprises an open top, and wherein a
plate is welded to the open top of the hollow metal bellow
body, thereby sealing hermetically the inner space of the
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hollow metal bellow body and trapping the small amount of
air within the hermetically sealed inner space.

4. The sterilization container of claim 1, wherein upon
increasing the pressure outside of the sterilization container
with steam the height of the hermetically sealed metal bellow
decreases and causes the pressure actuated valve assembly to
open and to allow steam to enter the sterilization container;
and wherein upon reducing the pressure outside of the steril-
ization container to atmospheric pressure, the height of the
hermetically sealed metal bellow increases and causes the
pressure actuated valve assembly to close, and thereby to
isolate sterilized objects within the sterilization container.

5. The sterilization container of claim 1, wherein the lid is
secured to the container top with clamps or via a snap-fit
mechanism.

6. The sterilization container of claim 1, wherein the lid
further includes a rubber relief valve.

7. The sterilization container of claim 1, wherein the lid
further includes a perforated metal plate against which the
pressure actuated valve assembly seals.

8. The sterilization container of claim 1, further comprising
a tray supported within the container and wherein the tray is
perforated or meshed and is shaped and dimensioned to sup-
port objects that need to be sterilized.

9. The sterilization container of claim 1, wherein the cylin-
drical metal component and the hermetically sealed metal
below component comprise rigid and impermeable metals.

10. The sterilization container of claim 1 wherein the base
comprises an aperture that is sealed with a pressure actuated
valve assembly.

11. The sterilization method of claim 1, wherein the valve
assembly is an all-metal valve assembly.

12. A sterilization method comprising: providing a con-
tainer comprising a base, four side walls and an open top and
placing objects to be sterilized within the container; provid-
ing a lid shaped and dimensioned to cover and seal the entire
open top of the container; wherein the lid comprises an aper-
ture that is sealed with a pressure actuated valve assembly;
wherein the pressure actuated valve assembly comprises a
cylindrical metal component and a hermetically sealed metal
bellow component positioned within the cylindrical metal
component; and wherein the pressure actuated valve assem-
bly opens or closes by decreasing or increasing the height of
the hermetically sealed metal bellow component, respec-
tively; and

wherein the pressure actuate valve assembly opens or

closes by decreasing or increasing the height of the
hermetically sealed metal bellow component, respec-
tively; and

wherein the hermetically sealed metal bellow component

comprises a hollow metal bellow body and a dome-
shaped closed bottom; and

10

15

20

25

30

35

40

45

50

6

wherein the cylindrical metal component comprises an
elongated cylindrical body having an outward extending
top ring, an inward extending bottom ring and a through
aperture, and wherein the top ring comprises openings
dimensioned to receive bolts for securing the pressure
actuated valve assembly to the lid and wherein the bot-
tom ring is shaped and dimensioned to receive the dome-
shaped closed bottom of the hermetically sealed metal
bellow component.

13. The sterilization method of claim 12, wherein the hol-
low metal bellow body comprises a hermetically sealed inner
space comprising a small amount of air.

14. The sterilization method of claim 13, wherein the hol-
low metal bellow body comprises an open top, and wherein a
plate is welded to the open top of the hollow metal bellow
body, thereby sealing hermetically the inner space of the
hollow metal bellow body and trapping the small amount of
air within the hermetically sealed inner space.

15. The sterilization method of claim 12, wherein upon
increasing the pressure outside of the sterilization container
with steam the height of the hermetically sealed metal bellow
is decreased and causes the pressure actuated valve assembly
to open and to allow steam to enter the sterilization container;
and wherein upon reducing the pressure outside of the steril-
ization container to atmospheric pressure, the height of the
hermetically sealed metal bellow increases and causes the
pressure actuated valve assembly to close, and thereby to
isolate sterilized objects within the sterilization container.

16. The sterilization method of claim 12, wherein the lid is
secured to the container top with clamps or via a snap-fit
mechanism.

17. The sterilization method of claim 12, wherein the lid
further includes a rubber relief valve.

18. The sterilization method of claim 12, wherein the lid
further includes a perforated metal plate against which the
pressure actuated valve assembly seals.

19. The sterilization method of claim 12, further compris-
ing providing a tray that is supported within the container and
wherein the tray is perforated or meshed and is shaped and
dimensioned to support the objects to be sterilized.

20. The sterilization method of claim 12, wherein the cylin-
drical metal component and the hermetically sealed metal
below component comprise rigid and impermeable metals.

21. The sterilization container of claim 12, wherein the
base comprises an aperture that is sealed with a pressure
actuated valve assembly.

22. The sterilization method of claim 12, wherein the valve
assembly is an all-metal valve assembly.
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